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January 17,2006 

Office of Nutritional Products, Labeling & 
Dietary Supple,ments, HFS 8 10 
Center for Food Safety and AppIied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is I@nufactured, Packed, and/or Distributed by Enzymatic Therapy, Inc. at 
825 Challenger Drive, Green Bay, Wiseonsili 543 11 has a label that contains a statement provided by section 403(r)(6) of the 
Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage ofthe exemption to section 
20 1 (g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we currently 
market or plan to market in the immediate future, and may be exploratory in nature. 

The ingredients in E&h’s Promise 
Orange con&in vitar&s, minerals, 
and key compounds that have been 
shown in scientific research to 
support major body systems.* 

Vitamifi A  {as bet& carotene); Vitamin C (from  orange fruit 
and sodium ascorbate), Sodium, Potassium (from  potassium 
citrate and Fruit and Vegetable Blend), Fruit and Vegetable 
Blend: orange &uirt, whole apple, earrot root juice, carrot root, 
banana fruit, apricot f&it, orange fruit juice, sweet potato root, 
mango f%uit, tomato &uiir, pumpkir fnit extract, butternut 
squash fi-uit, papaya hit, cantaloupe fnit, mangosteen fruit, 
Fiber Blend, I&in f?om chicory root, Cuar Gum Seed Extract, 
Grape (Vitis vinifera) Seed Extract, Stevia Leaf Extract, 
Mixed Biofiavonoids (from  citrus hits), Lycopene, Lutein 

I certify that the information contained in this !notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthhI and not misleading. 

Robert Dos’ter 
Title: Senior Vice President of Scientific Affairs 

Date: I- l+$-oG 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608. 

Michael P. Devereux 
Chief Operations Officer 
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January 17,2006 

Office ofNutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Dmg Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the follow&product is Manufactured, Packed, and/or Ristributed by Enzymatic Therapy, Inc. at 
825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6) of the 
Federal Food, Drug and Cosmetic Act. Enzy@ratic,Therapy, Inc. wishes to take advantage of the exemption to section 
201(g)(l)(C) ofthe act and comply with se&on 403(r)(6) ofthe act. These claims are not necessarily for a product we currently 
market or plan to market in the immediate &me, and may be exploratory in nature. 

Earth’s Promise - 
The Goodness of 
Orange 

The ingredients in Earth’s Promise 
Orangeare also high-in antioxidant 
activity to help reduoe the effects of 
oxidative stress.* 

Vitamin A (as betacarotene), Vitamin C (from orange fruit 
and sodium ascorbate), Sodium, Potassium (from potassium 
citrate and Fruit and Vegetable Blend}, Fruit and Vegetabie 
Blend: orange fruit, whoIe apple, catrot root juice, carrot root, 
banana fruit, apricot &nit, orange-fruit juice, sweet potato root, 
mango fruit, tomato &it, pumpkin fruit extract, butternut 
squash fruit, papaya fruit, cantaloupe f&it, mangosteen f&t, 
Fiber Blend, Inulin frum chicory root, Guar Gum Seed Extract, 
Grape (Vitis vinifera) Seed Extract, Stevia Leaf Extract, 
Mixed Bioflavonoids (from citrus hits), Lycopene, Lutein 

I certify that the information contained in thisnotice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not n&leading. 

By: ~@~~ ’ 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608. 

Michael P. Devereux 
Chief Operations Offtcer 
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9255 SW Commerce Circle, Suite BZ 825 Chdenger Drive, Green Bay, WI 5431 l-8328 
Wilronville, OR 97070 P: 920.469.137 3 s F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 c- F: 503.582.0467 P: 920.469.9099 a F: 920.469.4418 (Phyto) 

January 17,2006 

Office of Nutritional Products; Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied, Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

REZ Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following&oduct is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, Inc. at 
825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) of the 
Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the eliemption to section 
20 I(g)(l)(C) of the act and comply with sect!on 403(r)(6) of the act. These claims are not necessarily for a product we currently 
market or plan to market in the immediate future, and may be exploratory in nature. 

Earth’s Promise - 
The Goodness of 
Orange 

Carotenoids,‘including beta-carotene 
and lycopene, a featured nutrient in 
Earth’s promise Orange, are thought 
to regulate the immune response. In 
fact, beta-carotene has been studied 
for its ability to enhance natural killer 
cell activity.* In another scientific 
study, beta-carotene t?om carrots 
significantly increased antioxidant 
levels.* 

Vitamin A (as beta carotene), Vitamin C (from orange fruit 
and sodium ascorbtie), Sodium, Potassium (from potassium 
citrate and Fruit and Vegetable Blend), Fruit and Vegetable 
Blend: orange fruit, whole apple, earrot root juice, carrot root, 
banana fruit, apricot fruit, orange &uit juice, sweet potato root, 
mango fluit, tomato &uit, pumpkin fruit extract, butternut 
squash fruit, p,apaya fruit, cantaloupe tiuit, mangosteen fnrit, 
Fiber Blend, Inuhn from chicory root, Guar Gum Seed Extract, 
Grape (Vitis vinifera) Seed Extract, Stevia Leaf Extract, 
Mixed Bioflavonoids(from citrus fruits), Lycopene, Lutein 

I certify that the information contained in this hotice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements am truthful and not misleading. 

BY:-4 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Rob&t Doster, Senior Vice President of Scientific Affairs at (920) 4063608. 

Michael P. Devereux 
Chief Operations Officer 
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9755 SW Commerce Circle, Suite &2 825 Challenger Drive, Green Bay, WI5431 l-53328 
Wil~ooville, OR 97070 P: $20.469.1313 .> F: 888.570.6460 (Enzymatic) 

p: 503.582.8386 a F: 503.582.0467 P: 920.469.9099 x F: 920.4694418 (Phyto) 

January 17,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label ClaimsflDisclaimers 

Dear Sir or Madam: 

This letter is to notify you that the folloying product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, %sconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of”the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

Goodness of Orange vitamins, especially for its support of 
iminune health. * 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthfill and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: /-l+o~ 

If you have any questions, please contact ‘Robert Doster, Senior Vice President of Scientific Affairs at (920) 406 
3608. 

Michael P. Devereux 
Chief Operations Officer 
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9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 820.469.1313 8 F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 c F: 503.582.0467 P: 920.469.9099 : F: 920.469.4418 (Phyto) 

January 17,2006 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Faint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 ChaIlenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403 (r)(6) of the Federgl Food,; Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 20l(g)(l)(C)&fthe act and comply with se&ion 403(r)(6j ofthe act. These claims are 
not necessarily for a product we durrently market or plan to market in the immediate titure, and may be exploratory 
in nature. 

1 Goodness of Orange 

1 

connective’ tissue.* 

I certify that the information contained in G % is notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are tmt%ful and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406- 
3608. 

Sine ely, 

WP- 
Michael P. Devereux 
Chief Operations O fficer 
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January 17,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, BFS 8 10 
Center for Food Safety and Applied Nut&on 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

R.E: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the follo$ag product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Qrtien Bay, Wisconsin 543 11 has a label tlaat ‘contains a statement provided 
by section 403(r)(6) of the Federal Food; Drug and Cosmetic Act. Enzymatic’Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C):ofthe act afld comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate f!uture, and may be exploratory 
in nature. 

Earth’s Promise - The 
Goodness of Orange 

Clinical strzdies have found that high 
intakes of&&as&m support normal 
blood pressure already within the normal 
limits, and bupport Ihealthy bone density.* 

I certify that the information contajned in @is notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truth&~ and not misleading. 

By: 

Title: Senior Vice President of Scientific Affairs 

Date: 1 -i’?~ 0G 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406- 
3608. 

Sin erely, 

~f.~ P 
Michael P. Devereux 
Chief Operations Officer 
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9755 SW Commerce Circle, Suite B2 825 Chalienger Drive, Green Bay, WI 5431 ‘i-8328 
Wilsonville, OR 97070 p: 925.469,13-l 3 1 F: 888.570.6460 (Enzymatic) 

P: 503.5828386 *L F: 503.582.0467 P: 920.469.9099 F: 920.469.4418 (Phyto) 

January 182006 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the foilo&ng product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay; Wisconsin 54311 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food,’ Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 20l(g)(l)(C):of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we current@ market or plan to market in the immediate future, and may be exploratory 
in nature. 

Goodness ofOrange macular region of the retina. It is believed that this 
antioxidant plays an important supportive role in eye 
health by supporting matiular pigment developmerit.* 
Macular pigment absorbs ultraviolet radiation from 
the sun, amorig other functions. * 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 

Title: Senior Vice President of Scientific Affairs 

Date: I- 18/Q b 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientifir: Affairs at (920) 406- 
3608. 

Chief Operations O fficer 
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825 Challenger Drive, Green Bay, WI 54311-8328 
P: 920.469-l 313 . . F: 888.570.6460 (Enzymatic) 

p: 920.469.9099 ii- F: 920.469.4418 (Phyto) 

January IS,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
CoIlege Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or tidam: 

This letter is to notify you that the follcqing product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 ChaIlenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided 
by section 403(r)(6) of the Federiil Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 2Ol(g)(l)(C)~of the act and comply with section 403(r)(6) ofthe act. These claims are 
not necessarily for a product we qrrently tiket or plan to market in the immediate future, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and accurate asrd that Enzymatic Therapy, Inc. has 
substantiation that th l&l and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: j-1 && 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406- 
3608. 

Chief Operations Officer 
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823 Challehger Drive, Green Bay, WI 5431 I-8328 
P: 920.469.1313 ‘.. F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 -3 F: 920.469.4418 (Phyto) 

January l&2006 

Office of Nutritional Products, Labeling 8 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Pqcked, an&or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 I1 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Foad, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 202(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate f&lure, and may be exploratory 
in nature. 

Goodness of Orange established support for cardiovascular, prostate, 
immnne an4 eye health.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
Robert Doiter 

Title: Senior Vice President of Scientific Affairs 

Date: 18 {IT/f& 

If you have any questions, please contact Robert Doster, Senior Vice President ofScienti& Affairs at (920) 406 
3608. 

P . 
Michael P . Devereux 
Chief Operations Officer 
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January l&2006 

ENZYMATlC THERAPY 
6r 

PHYTOPHARMICA” 
. . . . . . 

825 Challenger Drive, Green Bay, WI 5431 ‘l-8328 
P: 920.469.1313 :. F: 888.570.6460 (Enzymatic) 

p: 920.469.9099 . F: 920.469.4418 (Phyto) 

O ffice of Nutritional Products, Labeling 6% 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Mauufactured, Packed, andiar Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 1 I has a Iabel that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C)‘ofthe act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

climate for probiotic beneficial bacteria. It also aids 
in the absorption of minerals such as calcium, 
magnesium and zinc. * 

I certify that the information contained in&is notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 

Title: Senior Vice President of Scientific Affairs 

Date: I-/g,&? 

If you have any questions, please contact Robert Duster, Senior Vice President of Scientific Affairs at (920) 406 
3608. 

Si 

13 
. 

Michael P. Devereux 
Chief Operations O fficer 
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January 182006 

ENZYMATlC THERAPY” 
6r 

PHYTOPHARW#ICA” 
.- ; -_ ._ _ . _,. .- ._. .._~ -.._ 

825 Challenger Drive, Green Bay, WI 5431 I-8328 
P: 920.469.1313 j f: 888.570.6460 (Enzymatic) 

P: 920.449.9099 i F: 920.469.4418 (Phyto) 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 1 I has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Adt. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 20 1 (g)(l)(C): of the act and comply withsection 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

Goodness of Orange healthy digestion snd colon fUnction, by safely - 
absorbing and eliminating toxins. * 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 

Title: Senior Vice President of Scientific Affairs 

Date: 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406- 
360%. 

Michael P. Devereux 
Chief Operations Officer 
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825 Chalknger Drive, Green Bay, WI 54313 -8328 
P: 92ff.469.1313 9 F: 888570.6460 (Enzymatic) 

p: 92Ov469.9099 .s F: 920.469.4418 (Phyto) 

January l&2006 

Office of Nutritional Products, Labeling’& 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nut&ion 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to not@ you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 

’ by section 403(r)(6) of the Federal Food, D,rug and Cosmetic A&. Enzymatic Therapy, inc. wishes to take advantage 
of the exemption to section 201 (g)(l)(C) of the act and comply with section 493(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate f&ure, and may be exploratory 
in nature. 

Earth’s Promise - 
The Goodness of 
Orange 

Fiberhas been demonstrate&n 
numerous clinical Studies to 
provide support of ~~~oint~~t~l, 
cardiovascular, im.&une, and 
endocrine function bealth.* 

L 

Vitamin A (as beta c~rat~$, Vitamin C (from orange Wit 
and sodium ascurbate), Sodium, Potassium (from potassium 
citrate and Fruit and Vegetable Blend), Fruit and Vegetable 
Blend: orange fruit, whole apple, carrot root juice, carrot 
root, bansura f&it, apricot @it, orange fi-uit juice, sweet 
potato root, mango fruit, tomato fruit, pumpkin fruit extract, 
butternut squash f+uit, papaya &it, cantaloupe f&it, 
mangosteen fnrit, Eibdr Blend, k&in from chicory root, 
Guar Gum Seed Extract, Grape (Vi& vinifera) Seed 
Extract, Stevia Leaf Extract, Mixed Bioflavonoids (from 
citrus fruits), Lycopene, Lutein 

I certify that the information contained in ihis notice+s complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and nat misleading. 

By:a 
Title: Senior Vice President of Scientific Affairs 

Date: 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406. 
3608. 

Sin 

P 
. 

Michael P. Devereux 
Chief Operations Officer 



~N~~~RA~~~~ TblERAPElJTICS INC.‘” ENZYMATIC THERAPY’ 
WF Formulas 21 PhytoPharmica & 

I j Tyler fncapsula‘tionf s. Vitatine Farmuiar PHVTOPWAWUlICA’ 

9755 SW Commwce Circle, Suite BZ 825 Challenger Drive, Green Bay, WI 54317 -8328 

FN~~MATICTWFRA~Y Wilsonville, OR 97070 P: 920.469.1313 .\ F: 888.S70.6460 (Enzymatic) 
: A,’ z  J  *T p G  $Y$ A4 -t f-. t> P:.503..582.8386 Q  F: 503.582.0467 p: 920.469.9099 i F: 920.469.4418 (Phyto) 

January l&2006 

O ffice of Nutritional Products, Labeling: & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Appiied Nutizition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the followjng product is ManufUured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, %Gconsin 543-l 1 has a label that contz&.s a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enz)rmatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with se&on 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market itr the immediate future, and may be exploratory 
in nature. 

Earth’s Promise - 
The Goodness of 
Orange 

In addition fo its ability to support the retention of 
healthy choiesterol levels @ready within normal 
limits, guar ,gum a’.$ plays a part in regulating 
blood glucose fevels already within the normal 
limits.* In a clinical trial, guar gum significantly 
supported blood gl&ose levels compared with 
controls.* 

Guar Guti Seed Extract 

I certify that the information contained in t&is no&&s complete and accurate and that Enzyinatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: ~@~~ : 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: I +g-Db 

If you have any questions, please contact Robert Do&r, Senior Vice President &Scientific Affairs at (920) 406- 
3608. 

Chief Operations O fficer 



~NT~GRAT~V~ THLRAPEUT&CS INC.” 
NF Formulas _I PhytoPharmica 

Tyier Encapsulations q Vitaiine Formulas 

97S5 SW Cammerce Circle, Suite 62 
Wil5onviile, OR 97070 

P: $03.582.8186 a> F: 503.582.0467 

ENZYMATIC THERAPY’ 
& 

PNY~OPblARMiCA” 
.I .__- _.. _.._.. .,. . - .- 

825 Chdlenger Drive, Green Bay, WI 5431 I-8328 
P: 920.469.1313 -i F: 888.570.6460 (Enirymatic) 

p: 920.469.9099 F: 920.469.4478 (Phyto) 

January 18,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nut&ion 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label ClaimsiDisclaimers, 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Pack@, ~~or’Dis~buted by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay; Wisconsin 5432 1 has a la&l that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, In& wishes to take advantage 
of the exemption to section 201(g)(l)(C) bf the act &rd comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate titure, and may be exploratory 
in nature. 

Earth’s Promise - The inulin and ~~~~o~igo~a~~~des in Earth’s Inulin chicory root 
The Goodness of Promise Orange also alppart calcium absorption, a 
Orange crucial factor in maintaining healthy bone density.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthfsll and not misleading. 

By:- 
Robert Dbster 

Title: Senior Vice President of Scientific Affairs 

Date: I-lg-OrP 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406- 
3608. 

Michael P. Devereux 
Chief Operations Officer 


